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Adapted excerpts from the

NIH Conflict of Interest Tutorial
The full tutorial can be found at http://grants.nih.gov/grants/policy/coi/tutorial/fcoi.htm 

These adapted excerpts from the full tutorial are related to the LBNL PI/key personnel responsibilities under NIH regulations.
 In this tutorial, the term 

• "regulation or FCOI regulation" refers to the NIH regulation which applies to both grants and contracts; 

• "disclosure" refers to the Investigator's disclosure of financial interests to the [Laboratory]; and 

• "report" refers to the [Laboratory’s] report of identified FCOIs to the NIH. 

What is the purpose of the NIH Financial Conflict of Interest (FCOI) regulation? 
The NIH FCOI regulation was established to promote objectivity in research by setting requirements to ensure there is no reasonable expectation that the design, conduct, or reporting of research funded under NIH grants, cooperative agreements, or contracts will be biased by any conflicting financial interest of an Investigator.
Why is it important to comply with the regulation? 
Complying with disclosure requirements ensures that the Laboratory can identify, manage, reduce, or eliminates FCOIs so that the research is unbiased, and the public trust is preserved.
Who is covered by this regulation?

Institutions and Investigators (principal investigators and key personnel) must comply with the regulation. The regulation applies to Laboratory applications and proposals to NIH for grants or cooperative agreements for research or research contracts whether in response to a solicitation or otherwise. However, the regulation does not apply to applications for Phase I support under the Small Business Innovation Research (SBIR) and Small Business Technology Transfer (STTR) programs.

The NIH regulation’s definition of Investigator is very broad, including the Principal Investigator and any other person who is responsible for the design, conduct, or reporting of research funded by the NIH or proposed for such funding; the regulation applies to Investigators working for sub-grantees/contractors/subcontractors/ collaborators. The NIH regulation’s definition of Investigator includes the Investigator’s spouse and dependent children. 

Definitions 
· A Financial Conflict of Interest (FCOI) exists when the Laboratory designated official(s) reasonably determines that a Significant Financial Interest (defined below) could directly and significantly affect the design, conduct, or reporting of NIH-funded research.
· HHS refers to the U.S. Department of Health and Human Services, a Federal Department of which NIH is an agency. 
· Institution refers to any domestic or foreign, public or private, entity or organization (excluding a Federal agency), including the Laboratory, that is the direct and primary recipient of NIH grant funds or that submits a proposal for a research contract whether in response to a solicitation from the NIH or otherwise, and is accountable to NIH for the performance of the project/contract, the appropriate expenditure of grant/contract funds by all parties, and all other obligations of the grantee/awardee, such as compliance with the terms and conditions of NIH grant/contract awards, including FCOI. 
· Investigator refers to the Principal Investigator and any other person who is responsible for the design, conduct, or reporting of research funded by the NIH or proposed for such funding, including Investigators working for subgrantees/contractors/subcontractors/collaborators. The term Investigator includes the Investigator’s spouse and dependent children. NIH is the National Institutes of Health, a Federal Agency whose mission is to improve the health of the people of the United States. NIH is a part of the Public Health Service, which is part of the U.S. Department of Health and Human Services. 
· An NIH awarding component is the Institute and/or Center of the NIH that funds the research that is subject to this regulation. Research is a systematic investigation designed to develop or contribute to generalized knowledge relating broadly to public health, including behavioral and social-sciences research. The term encompasses basic and applied research and product development. As used in this context, the term includes any such activity for which research funding is available from the NIH through a grant, cooperative agreement, or contract. 
· Significant Financial Interest is defined by the regulation as anything of monetary value, including but not limited to: 

• salary or other payments for services (e.g., consulting fees or honoraria); 

• equity interests (e.g., stocks, stock options, or other ownership interests); 

• intellectual property rights (e.g., patents, copyrights, and royalties from such rights). 

• Significant Financial Interest does not include: 

• salary, royalties, or other remuneration from the Institution; 

• any ownership interests in the Institution, if the Institution is an applicant under the SBIR or STTR Programs; 

• income from seminars, lectures, or teaching engagements sponsored by public or nonprofit entities; 

• income from service on advisory committees or review panels for public or nonprofit entities; 

Significant Financial Interest does not include: 

· an equity interest that when aggregated for the Investigator and the Investigator's spouse and dependent children, meets both the following tests:
1) does not exceed $10,000 in value as determined through reference to public prices or other reasonable measures of fair market value and 
2) does not represent more than a five percent ownership interest in any single entity; or
· salary, royalties or other payments that when aggregated for the Investigator and the Investigator's spouse and dependent children over the next twelve months are not expected to exceed $10,000. 

In Closing 
It is vitally important that we - the NIH, the Laboratory, and Investigators - work together to ensure objectivity in research. Responsibilities should be fulfilled thoughtfully and in compliance with all Federal and Institutional requirements. Maintaining objectivity and identifying potentially conflicting financial interests in research will assure that research is unbiased and will maintain the public’s trust in the research endeavor. The future of the entire research enterprise depends on the actions that we take today. 

In case of questions about a potential conflict and how to ensure objectivity in NIH-funded research, Investigators should consult the Laboratory policy and/or the conflict of interest coordinator. The National Institutes of Health also has information available on its web site that may be helpful in answering questions related to grants and cooperative agreements http://grants.nih.gov/grants/policy/coi/index.htm.
FINANCIAL INTEREST DISCLOSURE REQUIREMENTS

	
	STATE
	FEDERAL
	RESEARCH WITH HUMAN SUBJECTS

	Reporting Triggers
	· Research contract/agent from a non-governmental entity (including the industry sponsor match for UC Discovery Grants) 
· Gift earmarked for a specific research project or a specific PI
· Material Transfer Agreement

Note: Some non-governmental sponsors are exempted from disclosure requirements. See exempt list.


	· NSF or PHS research contract/grant

· Non-governmental entity which flows down NSF or PHS funds

(excluding SBIR/STTR Phase I awards)

· Grant from the American Cancer Society or American Heart Association

· UC Discovery Grant

· UC Special Research Programs 

(HIV, AIDS, breast cancer and tobacco related disease)

· California Institute for Regenerated Medicine (CIRM) Grant
	· Any study involving human subjects

	Who Must Disclose
	· Principal Investigator(s)
	· Principal Investigator(s)

· Other Investigator(s) (Employee who is responsible for the design, conduct, or reporting of the results of a sponsored research)
	· All individuals on the list of research personnel

	What to Disclose
	A financial interest in the

· non-governmental sponsor of the research including:

· Income ≥ $500

· Investments ≥ $2,000

· Director, Officer, Employee, Partner, Trustee, Consultant or Management position

· Loan Balances ≥ $500

· Gifts Valued at ≥ $50

· Travel Reimbursements

Note: Financial interests must be reported for the disclosing individual and his/her spouse or registered domestic partner, and dependent children.


	A significant financial interest related to the research project including: 

· Income ≥ $10,000

· Equity ≥ $10,000 or 5%

· Director, Officer, Employee, Partner, Trustee, Consultant, or Management Position 

· Intellectual Property (excluding intellectual property owned by the UC. If human subjects are involved, use the IRB disclosure standard)
Note: Financial interests must be reported for the disclosing individual and his/her spouse and dependent children.
	· A disclosable financial interest related to the research including:

· Income ≥ $10,000

· Equity ≥ $10,000 or 5% in a publicly traded company

· Equity in a privately held company, regardless of the value

· Director, Officer, Employee, Partner, Trustee, Consultant, or Management Position

· Intellectual Property (all proprietary interests related to the study)

Note: Financial interests must be reported for the disclosing individual and his/her spouse and dependent children.

	When to Disclose
	· With the initial proposal

· With additional funding

Note: All positive disclosures must be reviewed and approved prior to acceptance of the reward or additional funding.


	· With the initial proposal 

· With non-competing continuations

· With renewals (competing continuations)

· With supplemental funding

· When new personnel are added With any change in an investigator’s financial interest

Note: All positive disclosures must be reviewed and approved prior to acceptance of the award or additional funding.
	· With the initial protocol

· With any continuing IRB application

Note: All positive disclosures must be reviewed and approved prior to IRB approval of the protocol and informed consent.

	Disclosure Forms to Submit
	· State form 700-U

· Addendum for All Positive Disclosures
	· Federal Form

· Addendum for all Positive Disclosures
	· Addendum for All Positive Disclosures


Adapted from NIH FCOI tutorial, http://grants.nih.gov/grants/policy/coi/tutorial/fcoi.htm

